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510(k) Summary

This summary of 510(K) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA and 21 CFR 807.92

1.0 Submitter's Information

Establishment Registration Name and address:

Fudakang Industrial Co., Ltd

No.8 Yinghe Road, Yuanjiangyuan Management Zone, Changping Town,

Dongguan, Guangdong, China

Contact Person of applicant:

Mr. Bob Yu

No.8 Yinghe Road, Yuanjiangyuan Management Zone, Changping Town,

Dongguan, Guangdong, China

TEL: ±86-769-81098 181
FAX: +86-769-81098187
Email: bobyu@fudakang.com

Contact Person of the submission:

Ms. Sabrina Wei

MEDLAB (Shenzhen) Information Service Co., Ltd.

Room 2706, Block A, ZhongFang iinYuan Buiding, Xinwen Road
Shenzhen, Guangdong, P.R. China, 518034

TEL: +86-755-83089699
FAX: ±86-755-83089760

Email: sabdinawei(a),hotmail.com
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2.0 Device Information JAN 1 4 21
Type of 5 10(k) submission: Traditional

Device Common Name: Noninvasive blood pressure measurement system

Trade Name: Wrist Fully Automatic Blood Pressure Meter

Model: FT-BI1IW, FT-BI12W, FT-B 13W, FT-B 14W, FT-
B32IY, FT-B322Y, FT-R IIW-V, FT-812W-V, FT-
B 1 3W-V, FT-B3 14W-V, FT-B32 I Y-V, FT-822Y-V

Classification name: System, measurement, blood-pressure, non-
invasive

Review Panel: Cardiovascular

Product Code: DXN

Regulation Class: 11

Regulation Number: 870.1130

3.0 Predicate Device Information

Sponsor: Kodon (Tianjin) Electronic & Electrical Apparatus Co., LTD
Device: Wrist Measurement Electronic Blood Pressure Monitor,

Model: KD-795
5 10(K) Number: K070826

4.0 Device description

Fudakang Wrist Fully Automatic Blood Pressure Meter is a Non-invasive blood
pressure measurement system for only one person each time. Based on
oscillometric and silicon integrate pressure sensor technology, the device is used to
monitor systolic, diastolic blood pressure and pulse rate which will be shown on a
LCD with an electronic interface module. Buckling a cuff around a wrist
automatically inflated and released by an internal pump, the device can analyze the
signals promptly and display the results and remember circularly for some sets of
data. It can storage and show 60 or 90 sets measuring result with the day and time.
Specially, the device has the function of blood pressure level classification.

The models FT-BI 1W-V, FT-BI2W-V, FT-Bl13W-V, FT-BI14W-V, FT-B21Y-V,
FT-B22Y-V also have voice function. They can read the result and sound in
English by a reading IC.

5.0 Intended Use
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Fudakang Wrist Fully Automatic Blood Pressure Meter is intended for use by
medical professionals or at borne to monitor and display diastolic, systolic blood 'N 421
pressure and pulse rate on adult each time, with an air cuff buckled around one's
wrist according to the instruction in the user's guide manual.

6.0 Performance Summary

Fudakang Wrist Fully Automatic Blood Pressure Meter conforms to the following
standards:

* EG 6060 1 -1, Medical Electrical Equipment - Part 1: General Requirements for
Safety, 1988+A1: 199 l+A2: 1995

* EG 6060 1-1-2, Medical electrical equipment - Part 1-2: General requirements
for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests, 2007

*ANSI/AAMI SPl10, Manual, electronic or automated sphygmomanometers,
2002+A 1:2003+A2:2006+(R)2008
IS1O 10993-1, Biological evaluation of medical devices- Part 1: Evaluation
and testing, 2003

*ISO 10993-5, Biological evaluation of medical devices--Part 5: Tests for In
Vitro cytotoxicity, 2009

*ISO 10993-10, Biological evaluation of medical devices -- Part 10: Tests for
irritation and delayed-type hypersensitivity, 2002+A1:2006

7.0 Comparison to predicate device

Compare with predicate device, they are very similar in design principle, intended
use, functions, material and the applicable standards. The differences between
subject device and predicate device do not raise and new questions of safety or
effectiveness.

(1) The Memory Size of subject device, models FT-B322Y, FT-B22Y-V is 90 sets
record; and other models is 60 sets record. The Memory Size of predicate device is
60 sets record. The litter difference will not raise any safety or effectiveness issue.

(2) Operating Environment and Storage Environment
The Operating Environment and Storage Environment of Fudakang Wrist NIBP are
a little difference from Kodon Wrist NIBP. They are both compliance with LEG
60601-I requirements.

Conclusions: The subject devices have all features of the predicate device. The few
differences do not affect the safety and effectiveness of the subject devices.
Thus, the subject devices are substantially equivalent to the predicate devices.

8.0 Conclusion:

The subject devices have all features of the predicate device. The few differences
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do not affect the safety and effectiveness of the subject devices. UAN142rl
Thus, the subject devices are substantially equivalent to the predicate devices. JA 14 7

9.0 Summary prepared date: September 30, 2010
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4DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hecalth Ser vice

Food and Dru~g Adinit snatlion
10903 Nevw H-ampshire A Venle
Document Coniol Room -W066-C,609
Si Iver Spring. NID 20993-0002

Fudakang Industrial Co., Lid.
c/o Mr. Casey Conry
Senior Project Engineer
Underwriters Laboratories Inc. 4141 423
1285 Walt Whitman Road
Melville, NY 11747

Re: K 100l3
Trade/Device Name: Wrist Fully Automatic Blood Pressure Meter, Models: FT-BI I1W,

F-T-B 12W, FT-B 13W, FT-BI14W. FT-B32IY, FT-B322Y, ET-BI IW-V,
FTI-BI2W-V, FTI-BI3W-V, FT-BI4W-V, FT-B2IY-V, and FT-
1322Y- V

Regulatory Number: 21 CFR 870.1130
Regulation Name: Non-invasive Blood Pressure Measurement System
Regulatory Class: 11 (two)
Product Code: 74 DXN
Dated: December 10, 2010
Received: January'3, 2011

Dear Mr. Conry:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations;' Title 21, Parts 800 t6 898: In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial eqJuivalence determination does not mean
that FDA has made a determination that \,our device complies with other requirements of the Act
or any Federal Statutes and regulations administered by other Federal agencies. You must
comply Nvi th all the Act's requirements. including., but not limlited to: registration and listing (21
CFR Part 807); labeling (2!1 CFR Part 801 ); medical device reporting (reporting of medical
device-related adverse events) (21 CFIR 803); good mainuaCturing practice requirements as set
forth in the qluality Systems (QS) regulation (2 1 CURZ Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CUR 1000- 1050.

If you desire speific advice for your device on o ur labeling regulation (21 CUR Part 801), please
go to http://www.Iia.uovl/AbouitFDIA/Center-sO ffiees/CD)RI-I/CDRJ-lOffices/ucim I I 5809.httn for
the Center For lDcvices and Radiological Health's (CDRI-ls) Office of Compliance. Also, please
note the regulation entitled. "Misbranding by reference to preniarket notification" (2ICER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CUR Part 803)), please go to
http2://\vww.'dat,o\v/NedicallDevices!/Saf'etv/ReLport-,iliolelm/default.hti-n for the CDRH's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on Your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301 ) 796-7100 or at its Internet address
http://wwwx, fda.ttov/MedicalDcvices/'Resour-cesft'orYou/lnidLlstrv/def'aulthtn.

: Si -r ly ours 
,

!>n33ranm D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

5 10(k) Number (if known):

Device Name: Wrist Fully Automatic Blood Pressure Meter
Models: FT-B 1 I W, FT-B I12W, FT-B 13 W, FT-B 14W, FT-B321 Y, FT-B322Y, FT-B I IW-
V, FT-B I 2W-V, FT-B13 W-V, FT-B I 4W-V, FT-B2 I Y-V, and FT-B22Y-V.

Indications for Use:

Fudakang Wrist Fully Automatic Blood Pressure Meter is for use by medical
professionals or at home and is a non-invasive blood pressure measurement system
intended to measure the diastolic and systolic blood pressures and pulse rate of an adult
individual by using a non-invasive technique in which an inflatable cuff is wrapped
around the wrist. The cuff circumference is limited to 6.1023 inches to 9.8425 inches.

Prescription Use AND/OR_ Over-The-Counter Use ___X__
(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _1_of _1_

(Division Sign-Off)
Division of Cardiovascular Devices

510(k) Number[t(c i
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